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Peri d for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1 .704(b). 

Status . . 

1)H Responsive to communication(s) filed on ^j^l ^ 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1 935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-19 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) K Claim(s) 1-19 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claims are subject to restriction and/or election requirement. 

Appiication Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are objected to by the Examiner. 

11) n The proposed drawing correction filed on is: a)n approved b)n disapproved. 

12) 0 The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

13) EI Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(aHd) or (f). 

a)SAII bO Some*c)n None of 

1 .□ Certified copies of the priority documents have been received. 

2.D Certified copies of the priority documents have been received in Application No. . 



3.S Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14)n Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
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15) ^ Notice of References Cited (PTO-892) 

16) D Notice of Draftsperson's Patent Drawing Review (PTO-948) 

17) n Information Disclosure Statement{s) (PTO-1449) Paper No(s) 



18) n Interview Sunnmary (PTO-413) Paper No(s). 

19) □ Notice of Infomaal Patent Application (PTO-152) 

20) 0 Other: 
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DETAILED ACTION 

Applicant's amendment of 8/9/01 has been received and entered. 

Claims 1-19 are pending. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application by 
another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this title before the 
invention thereof by the applicant for patent 

Claims 1-10 and 12-j>fand 18-19 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Purchio et al. (US 5599788) 

The instant application claims a wound dressing comprising a carrier layer 
(polymeric material) having a wound-facing surface, said surface being non-adherent to 
anchorage-dependent cells and having disposed thereon a biodegradable cell 
anchoring layer containing fibroblasts. Dependent claims further limit by adding a 
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material adherent to anchorage-dependent cells. It also claims a method of treating a 
skin trauma site on a mammalian patient comprising the step of applying to a patient a 
wound dressing. 

Purchio et al. teach a wound dressing comprising a carrier layer with a surface 
being non-adherent to anchorage dependent cells. Bound to this carrier layer is an 
effective cell attachment-enhancing amount of an H3 protein, which contains the 
carboxy-terminal RGD sequence well known to promote cell attachment to a surface 
bearing the peptide. (See col.1, line 61.) They also teach an effective cell attachment- 
enhancing amount of H3 protein prior to contacting the support with the cells. (See 
col. 2, lines 25-7.) Suitable carrier materials taught by Purchio et al. include 
polytetrafluoroethylene, polyacrylates, polyvinyl compounds, polycarbonate, 
nitrocellulose and cellulose. (See col. 2, lines 33-7.) They also teach a shaped article 
comprising a solid support, H3 protein coated onto the supports and cells adhering to 
the H3-coated solid support (preferably, a three dimensional scaffold which may be 
either a sheet or mesh.)(See col. 2, lines 62-6) They also teach a method for 
accelerating wound healing comprising applying the solid support to the wound. Cells 
such as fibroblasts, epithelial cells and keratinocytes are attached to the carrier on the 
H3 treated surface. (See col. 3, lines 4-5). 

While the reference does not explicitly state that the cells are either autologous 
or allogenic, it is deemed inherent in the disclosure of the reference that the cells must 
be of either type, since no practitioner would consider using xenogenic cells due to 
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issues of rejection. Therefore, the reference is deemed to anticipate the cited clainns by 
meeting each and every element of the claims. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-19 are rejected under 35 USC 103(a) as being unpatentable over 
Purchio et al. 

The instant application claims a wound dressing comprising a carrier layer 
(polymeric material) having a wound-facing surface, said surface being non-adherent to 
anchorage-dependent cells and having disposed thereon a biodegradable cell 
anchoring layer containing fibroblasts. Dependent claims further limit by adding a 
material adherent to anchorage-dependent cells. It also claims a method of treating a 
skin trauma site on a mammalian patient comprising the step of applying to a patient a 
wound dressing. 
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Purchio et al. teach a wound dressing comprising a carrier layer with a surface 
being non-adherent to anchorage dependent cells. Bound to this carrier layer is an 
effective cell attachment-enhancing amount of an H3 protein, which contains the 
carboxy-terminal RGD sequence well known to promote cell attachment to a surface 
bearing the peptide. (See col.1 , line 61 .) They also teach an effective cell attachment- 
enhancing amount of H3 protein prior to contacting the support with the cells. (See 
coL2, lines 25-7.) Suitable carrier materials taught by Purchio et al. include 
polytetrafluoroethylene, polyacrylates, polyvinyl compounds, polycarbonate, 
nitrocellulose and cellulose. (See col.2, lines 33-7.) They also teach a shaped article 
comprising a solid support, H3 protein coated onto the supports and cells adhering to 
the H3-coated solid support (preferably, a three dimensional scaffold which may be 
either a sheet or mesh.)(See col. 2, lines 62-6) They also teach a method for 
accelerating wound healing comprising applying the solid support to the wound. Cells 
such as fibroblasts, epithelial cells and keratinocytes are attached to the carrier on the 
H3 treated surface. (See col. 3, lines 4-5). 

Purchio does not specifically teach the cell attachment layer being polylysine, nor 
does the reference specifically state that the cells are either autologous of allogenic. 
However, using other supports and coating would have been prima facie obvious to a 
person of ordinary skill in the art at the time the invention was made in view of the many 
options given in the disclosure. Purchio et al. teach that there were currently no simple, 
effective methods for stimulating cell spreading and adhesion at wound sites to promote 
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rapid wound healing. Thus, there is a need for substances able to promote attachment 
and spreading of cells, particularly fibroblasts, to facilitate this important process. (See 
col. 2, lines 13-19) Polylysine is a conventional cell attachment promoting substance 
and given the motivation expressed above by Purchio, the selection of an alternative 
cell attachment layer would have been obvious to one of ordinary skill in the art at the 
time the invention was made. Further, the disclosure of multiple diverse choices as a 
carrier composition would render the selection of any of the claimed carriers not 
specifically recited in the patent obvious to one of ordinary skill in the art. Finally, the 
selection of allogenic and particularly, autologous, cells for use in the composition is 
clearly within the skill of the practitioner since the consequences of rejection are well 
known and one of ordinary skill in the art would be motivated to use autologous cells if 
available, and if not, would select allogenic cells in the alternative in order to obviate any 
issues of xenogenic rejection. 

Applicant's arguments are moot in view of the new grounds of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Brett T Ozga whose telephone number is 7033050634. 
The examiner can normally be reached on M-F 0530-1500, 2nd Wednesday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on 7033084743. The fax phone numbers 
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for the organization where this application or proceeding is assigned are 7033084242 
for regular communications and 7033053014 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 
7033080196. 
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